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1 This report is the international preliminary exanunation report, established by this International Prelinnnary 
Examining Autiiority under Article 35 and transmitted to die applicant accordmg to ArUcle 36. 

2. This REPORT consists of a total of ^ sheets, includmg diis cover sheet. 

3, This report is also accompanied by ANNEXES, comprising: 

a. Q(jrm to the applicatit and to the International Bureau) a total of — sheets, as follows: 

Q sheets of die description, claims and/or drawmgs which have been amended and are die basis 
of diis report and/or sheets contaming rectifications authorized by this Audiority (see Rule 
70. 16 and Section 607 of die Adnunistrative Instructions). 
□ sheets which supersede earlier sheets, but which this Autiiority considers contain an 
amendment tiiat goes beyond die disclosure in the international application as filed, as 
mdicated in item 4 of Box No. I and the Supplemental Box. 
b □ (sem to the Mernational Bureau only) Si total of (indicate type mdnum^ 

containing a sequence listing and/or tables related tiiereto, in electronic form only, as 

Sdkaled in die Supplemental Box Relatmg to Sequence Listing (see Section 802 of the 
Administrative Instructions). 



This report contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion widi regard to novelty, inventive step and industrial 
applicability 

Lack of unity of invention 

Reasoned statement under Article 35(2) witii regard to novelty, inventive step or 
mdustrial applicability; citations and explanations supporting such statement 
Certain documents cited 
Certain defects in the international application 

Certain observations on the international application ^ 
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INTERNATIONAL PRELIMINARY REPORT ON PATEasnPABILITY 



International application No. 
PCTAJS04/37810 



Box No. I Basis of the report 



1. With regard to Uie language, this report is based on: 

I I the international application in the language in which it was filed. 

I I a translation of the international application into , which is the language of a translation furnished for the 

purposes of: 

I I international search (under Rules 12.3 and 23.1(b)) 

i I publication of the international application (under Rule 12.4(a)) 

[ I international preliminary examination (under Rules 55.2(a) and/or 55.3(a)) 

2. With regard to the elements of the intemadonal application, this report Is based on (replacement sheets which have been 
Jumisfjed to the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report): 

1^ the international application as originally filed/fumished 

^ the descrQ>tion: 

pages 1-81 as originally filed/furnished 

pages* NONE received by this Authority on . 

pages* NONE received by this AuthoriQr on 



the claims: 

pages 82 and 83 as origuially filed/fumished 

pages* NONE as amended (together with any statement) under Article 19 

pages* NONE received by this Authority on 

pages* NONE received by this Authority on 



1/^ the drawings: 

pages 1-15 as originally filed/fiimished 

pages* NONE received by this Authority on 

pages* NONE received by this Authority on 

I I a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 

3. The amendments have resulted in the cancellation of: 

the description, pages-None 



the claims, Nos Nnne 



the drawings, sheets/figs. Nnnpt 



the sequence listing (specify): None 



any table(s) related to the sequence listmg (speci/y): None 



4. 1^ This report has been established as if (some of) the am^idments annexed to this r^ort and listed below had not been made, 
since they have been considered to go beyond the disclosure as filed, as indicated in the Si:q>plemental Box (Rule 70^(c». 



I I the description, pages- 
I I the claims, Nos, 



I I the drawings, sheets/figs. 



I I the sequence listing (specijy):, 
I I any table(s) related to the sequence listing {specify):. 



' If item 4 applies, some or all of those sheets may be marked ''superseded. 
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Box No. in Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



The questions whether the claimed mventilon appears to be novel, to involve an inventive step (to be non obvious), or to 
be mdustrially applicable have not been examined in respect of: 

I I the entire international application 



claims Nos. 2 in part. 3, 6-22 
because: 



I I the said international application, or the said claim Nos. relate to the foUowing subject matter which does 

not require an international preliminary examination (specify): 



the description, claims or drawings (indicate particular elements below) or said claims Nos. 2 in part. 3. 6-22 are 
so unclear that no meaningful opinion could be formed (specify): 

Claim 2 is a multiple dependwit claims that depends in the alternative on itself. Claim 2 has only been considered to the extent that it 
depends on claim 1. Claims 3, and 6-22 are improper multiple dependent claims under PCX Rule 6.4(a). 

\ I the claims, or said claims Nos. are so inadequately supported by the description that no meaningful 

opinion could be formed (specify): 



I I no international search report has been established for said claims Nos. 



I I a meaningful opinion could not be formed without the sequence listmg; the applicant did not, within the 
prescribed time limit: 

I I furnish a sequence listing on paper complying with the standard provided for in Annex C of the 

Administrative Instructions, and such listing was not available to the International Preliminary 

Examining Authority in a form and manner acceptable to it. 
I I furnish a sequence listing in electronic form conq)lymg with the standard provided for in Annex C of 

the Administrative Instructions, and such listing was not available to the International Preliminary 

Examining Autiiority in a form and manner acceptable to it. 
I I pay the required late furnishing fee for the furnishing of a sequence listing in response to an invitation 

under Rules 13r«r.I(a) or (b) and 13rer.2. 

I I a meaningful opinion could not be formed without the tables related to the sequence listings; die ^plicant 
did not, within the prescribed time limit, furnish such tables in electronic form complying witii the technical 
requh-ements provided for in Annex C-bis of the Administrative Instructions, and such tables were not 
available to the International Preliminary Examining Authority m a form and manner acceptable to it. 

I I the tables related to the nucleotide and/or ammo acid sequence listing, if in electronic form only, do not 
comply widi the technical requirements provided for in Annex C-bis of the Administrative Instructions. 

I I See Supplemental Box for further details 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 

Novelty (N) 

Inventive Step (IS) 

Industrial ^plicabilily (lA) 



Claims 23-24 



Claims 1-2, 4-5 



_YES 
NO 



Claims 24 



Claims 1-2. 4-5. 23 



NO 



Claims 1-2, 4-5. 23-24 



Claims NONE 



_YES 
NO 



2, Citations and Explanations (Rule 70.7) <^ 
Claims 1-2, 4, and 5 lack novelty under POT Article 33(2) as being anticipated by AARTS W. M. et al. Cane. Res. October 15 
2002 Vol 62 5770-5777. Aartsetal. teaches an avipox vector which encodes CBA and three co-stimulatory molecules, B7-1, 
ICAM-1 and LFA-3 (Aarts et al. , page 5770, abstract and page 5771), Aarts et al. further teaches the generation of anti-CEA 
immune responses and antitumor activity following administration of the vector (Aarts et al., page 5775-5776). Thus, by teaching all 
the limitations of the claims as written, Aarts andcipates the instant claims. 



Claims 1-2 and 4 lack novelty under POT Article 33(2) as being anticipated by SCROLL et al. J. Biomed. Biotech. August 2003. 
Vol 3 194-201. SchoU et al. teaches the generation of antitumor immune responses following the admimstration of a smgle vaccina 
virus encoding MUC-1 and lL-2 to breast cancer patients (SchoU et al.. page 195, and 200). Thus, by teaching all the limitations of 
Oie claims as written. Scroll et al. anticipates the instant claims. 



Claim 23 lacks an inventive step under POT Article 33(3) as being obvious over SCHLOM et al. Breast Cane. Res. Treat. 1996, 
Vol 38 27-39 in view of ZAJAC et al. Human Gene Ther. November 1 2003, Vol, 14, 1497-1510. Schlom et al. teadies two 
different vaccinia vimses encoding the breast cancer antigens MUC-l and CEA, and tiie individual use of tiie vectors lo generate 
anti^mmor responses (Schlom et al., pages 28-29). Zajac et al. supplements Schlom by teaching a single vaccinia vector encoding 3 
different tumor antigens (Zajac et al., page 1501. Figure 2). Zajac et al. provides motivation for expressmg more flian one tumor 
antigen in the same vector in order to circumvent antigen expression heterogeneity in tumor and immune escape (Zajac et al., page 
1498, column 1). Therefore, based on die motivation to express more than one ttimor antigen in tiie same vector, it would have be© 
obvious to modify die vectors taught by Schlom et al. to encode both CEA and MUC-1. 



Claim 24 meets the criteria set out in PCT Article 33(2)-(3), because flie prior art does not teach or fefa-ly suggest a single poxvirus 
vector encoding CEA and a wobbled MUC-1 . 

Claims 1-2, 4-5. and 23-24 meet die criteria set out in PCT Article 33(4) for industrial applicability as die kits and methods can be 
used in breast cancer therapy. 
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